State of South Dakota

SEVENTY-SIXTH SESSION

LEGISLATIVE ASSEMBLY, 2001
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265E0442
SENATEBILL NO. 192

Introduced by: Senators Hutmacher, Koetzle, Moore, Reedy, Sutton (Dan), and Volesky
and Representatives Olson (Mdl), Bartling, Bradford, Burg, Davis, Elliott,
Flowers, Hargens, Hundstad, Lange, Nachtigal, Nesselhuf, Peterson (Jim),
and Sigdestad

FOR AN ACT ENTITLED, An Act to require certain prescription drug manufacturers and
labelersto enter into rebate agreements, to establish a discount prescription drug program
for certainindividuals, to requireretail pharmaciesto offer certain discounts, andto prescribe
penalties and remedies.

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF SOUTH DAKOTA:
Section 1. Terms used in this Act mean:

(1) "Department,” the Department of Health;

(2) "Labeer," any entity or person that receives prescription drugs from a manufacturer
or wholesaler and repackages those drugs for later retail sale and that has a labeler
code from the federal food and drug administration under 21 C.F.R. 207.20;

(3 "Manufacturer,” any manufacturer of prescription drugs, including a subsidiary or
affiliate of a manufacturer;

(4) "Medicaid," the program for medical assstance administered by the Department of

Social Services,
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(5) "Retail pharmacy,” any pharmacy that dispenses prescription drugs at retail and that

dispenses prescription drugs covered by a rebate agreement under the Rx program
created in section 2 of thisAct;

(6) "Secretary," the secretary of the Department of Health.

Section 2. The Rx program is established within the department to provide discounted
prescription drug pricesto uninsured residents of thisstate. A manufacturer or labeler that sells
prescription drugsinthis state that are ultimately dispensed to patientsthrough any state funded
or state operated program shall enter into a rebate agreement with the department for the Rx
program. The rebate agreement shall require the manufacturer or labeler to make rebate
payments to the state each calendar quarter according to a schedule established by the
department under section 3 of thisAct.

Section 3. The secretary shall negotiate the amount of the rebate required under a rebate
agreement entered into pursuant to section 2 of this Act from a manufacturer or labeler in
accordance with the following:

(1) Thesecretary shall take into consideration the rebate cal culated under the medicaid

rebate program pursuant to section 1927 of Title XI1X of the Social Security Act, 42
U.S.C. 1396r-8, the average wholesale price of prescription drugs, and any other
information on prescription drug pricesand pricediscounts cons dered relevant by the
secretary;

(2) Thesecretary shall attempt to obtain aninitial rebate amount equal to or greater than

the rebate cal culated under the medicaid rebate program pursuant to section 1927 of
Title XI1X of the Social Security Act, 42 U.S.C. 1396r-8;
(3) Thesecretary shall begin collecting rebatesunder thissection on January 1, 2002. The

secretary shall attempt to obtain a rebate in an amount equal to or greater than the
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-3- SB 192
amount of any discount, rebate, or pricereduction for prescription drugs provided to
the federal government by manufacturers and labelers.

Section 4. A resident of this state is eligible to participate in the Rx program if the resident
does not have prescription drug coverage under a public or private health care payment or
benefitsprogram. Thedepartment shall establish smplified proceduresfor determining eigibility
and issuing Rx program enrollment cards to eligible residents. The department shall undertake
outreach effortsto build publicawarenessof the Rx program and maximizeenrolIment by eigible
resdents. The department may promulgate rules, pursuant to chapter 1-26, to adjust the
requirements and terms of the Rx program to accommodate any new federally funded
prescription drug programs.

Section 5. A retail pharmacy shall discount the price of a prescription covered by the Rx
program and sold to an Rx program participant. Thedepartment shall establish discounted prices
for drugs covered by a rebate agreement entered into under section 2 of this Act and shall
promote the use of efficacious and reduced-cost prescription drugs, taking into consideration
reduced prices for state and federally capped drug programs, differential dispensing fees,
adminigrative overhead, and incentive payments.

Section 6. Beginning July 1, 2001, aretail pharmacy shall offer aprescription drug to an Rx
program participant at or below the average wholesale price, minus six percent plus the
dispensing fee provided under the state medicaid program. Theinitial pricelevd required under
thissection shall be specified by the secretary by rule promulgated pursuant to chapter 1-26. The
averagewholesaleprice, for purposes of thissection, isthe wholesal e price charged on aspecific
prescription drug that is assigned by the manufacturer and is listed in a nationally recognized
drug pricing file approved by the secretary.

Section 7. Not later than January 1, 2002, aretail pharmacy shall offer a prescription drug
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to an Rx program participant at or below theinitial price level specified in section 6 of thisAct
minus the amount of any rebate paid by the state to the retail pharmacy. The discounted price
level required by this section shall be specified by the secretary by rules promulgated pursuant
to chapter 1-26. In determining thediscounted pricelevel, the secretary shall consider an average
of all rebates weighted by sales of prescription drugs subject to rebates under this Act over the
most recent twel ve-month period for which the information is available.

Section 8. TheBoard of Pharmacy shall promulgate rulespursuant to chapter 1-26 requiring
disclosure by aretail pharmacy to an Rx program participant of the amount of savings provided
as aresult of the Rx program. In promulgating the rules, the board shall consider and protect
information that is proprietary in nature.

Section 9. The department may not impose transaction charges on retail pharmacies that
submit claims or receive payments under the Rx program.

Section 10. A retail pharmacy shall submit a claim to the department to verify the amount
charged to an Rx program participant.

Section 11. Onaweekly or biweekly bas's, the department shall reemburse aretail pharmacy
for al of the discounted prices provided to Rx program participants and professional fees set by
the secretary. For purposes of this section, the initial professonal fee is three dollars per
prescription. The secretary may raise or lower the professional fee set by this section by the
promulgation of a rule pursuant to chapter 1-26.

Section 12. Thedepartment shall collect from al retail pharmaci es utilization data necessary
to calculate the amount of the rebate from the manufacturer or labeler. The department shall
protect the confidentiality of all information subject to confidentiality protection under state or
federal law, rule, or regulation.

Section 13. The name of a manufacturer or labeler that does not enter into a rebate
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agreement with the department asrequired under section 2 of thisAct ispublicinformation, and

the department shall rel ease thisinformation to the public. The department shall imposethe prior

authorization requirements allowed under the state medicaid program, as permitted by law, for

the dispensing of prescription drugs provided by a manufacturer or labeler described in this

section.

Section 14. A discrepancy in arebate amount paid under arebate agreement required under

section 2 of this Act shall be resolved using the following process:

(1)

(2)

)

If thereisadiscrepancy in the manufacturer's or labeler's favor between the amount
claimed by aretail pharmacy and the amount rebated by the manufacturer or labeler,
the department, at the department's expense, may hire a mutually agreed-upon
independent auditor. If adiscrepancy sill existsfollowing the audit, the manufacturer
or labder dhall judtify the reason for the discrepancy or make payment to the
department for any additional rebate amount due;

If there is a discrepancy againg the interest of the manufacturer or labeler in the
information provided by the department to the manufacturer or labeler regarding the
negotiation under section 2 of this Act of the rebate required to be paid by the
manufacturer or labeler, the manufacturer or labeler, at the manufacturer'sor [abeler's
expense, may hireamutually agreed-upon independent auditor to verify theaccuracy
of the information supplied by the department. If a discrepancy still exists following
the audit, the department shall justify the reason for the discrepancy or refund to the
manufacturer or labeer any excess paid to the department by the manufacturer or
labeler pursuant to a rebate agreement entered into under section 2 of this Act;
Following the procedures established in subdivision (1) or (2), either the department

or themanufacturer or labeler may request ahearing. Supporting documentation must
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accompany the request for a hearing. The hearing shall be conducted as a contested
case hearing under chapter 1-26.

Section 15. TheRx dedicated fundisestablished inthe statetreasury to recelverevenuefrom
manufacturers and labeers who pay rebates to the department under this Act and any
appropriations or allocations designated for the fund. The department shall use the fund to
reimburse retail pharmacies for discounted prices provided to Rx program participants and to
reimburse the department for the costs of administering the Rx program, including contracted
services, computer costs, professional fees paid to retail pharmacies, and other reasonable Rx
program costs. The investment council shall oversee the investment of the fund, and interest
earned on Rx dedicated fund balances accruesto the fund. The unexpended bal ance remaining
inthe fund at the end of thefiscal year remainsinthe fund and does not lapseto the general fund.

Section 16. Thedepartment shall report theenrollment and financial statusof the Rx program
to the Legidature by January fourteenth of each year.

Section 17. In implementing this Act, the department may coordinate with other
governmental programs and may take actions to enhance efficiency, reduce the cost of
prescription drugs, and maximizethe benefitsof thisand other governmental programs, including
providing the benefits of the Rx program to the beneficiaries of other programs.

Section 18. The department may seek any waivers of federal law, rule, or regulation
necessary to implement this Act.

Section 19. By April 1, 2003, the secretary shall determine whether the prices for
prescription drugs purchased by Rx program participants are reasonably comparable to the
lowest cost paid for the sameprescription drugsdelivered or dispensed to patientsunder all other
public or private health care payment or benefits programs. In making this determination, al of

the following apply:
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The secretary shall review prescription drug use in the medicaid program using data
from the most recent six-month period for which data is available;
Using the data reviewed under subdivison (1), the secretary shall determineand list
the one hundred prescription drugs for which the most units were provided and the
one hundred prescription drugs for which the total cost was the highest;
For each prescription drug listed under subdivison (2), the secretary shall determine
the cost for each prescriptiondrug purchased by Rx program participantsonacertain
date. The department shall then calculate the average cost for each of the listed
prescription drugs,
For each prescription drug listed under subdivision (2), the secretary shall determine
the lowest cost for each prescription drug paid by any purchaser on the date that is
used for subdivison (3) delivered or dispensed in thisstate, taking into consideration
the federal supply schedule and prices paid by pharmaceutical benefits managers and
by large purchasers and excluding drugs purchased through the Rx program. The
department shall then calculate the average cost for each of the listed prescription
drugs described in this subdivision;
If the average cost for one or more prescription drugs under the Rx program as
determined in subdivision (3) isnot reasonably comparableto the averagelowest cost
for the same drug or drugs as determined in subdivison (4), the secretary shall
establish by rule, promulgated pursuant to chapter 1-26, maximum retail prices for
some or all prescription drugs sold in this state. Maximum prescription drug prices
established under thissubdivison shall take effect October 1, 2003, or when therules

take effect, whichever occursfirs.

Section 20. In making a determination under section 19 of this Act, the secretary may rely
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on pricing information on a sel ected number of prescription drugsif that list isrepresentative of
the prescription drug needs of the residents of the state and ismade public aspart of the process
of establishing maximum retail prices under subdivision (5) of section 19 of thisAct.

Section 21. If aretail pharmacy contests the maximum retail price of a prescription drug
established pursuant to section 19 of this Act, the retail pharmacy is entitled to a hearing in
accordance with chapter 1-26.

Section 22. A manufacturer, labeler, or wholesaler of prescription drugs engagesin illegal
profiteering if that manufacturer, labeler, or distributor does one or more of the following:

(1) Exactsor demands an unconscionable price for a prescription drug;

(2) Exactsor demands prices or terms for a prescription drug that lead to an unjust or

unreasonable profit;

(3) Discriminates unreasonably against a person in the sale, exchange, distribution, or

handling of prescription drugs dispensed or delivered in this state;

(4) Intentionally prevents, limits lessens, or restricts the sale or distribution of

prescription drugsin this state in retaliation for being subject to this Act.

Section 23. Theattorney general may bringacivil action for adirect or indirect injury to any
person, any group of persons, the state, or any political subdivison of the state caused by a
violation of section 22 of thisAct. Thereisaright to ajury trial in any action brought under this
section. If the state prevailsin an action brought under this section, the defendant shall pay three
times the amount of damages and the costs of the action, including necessary and reasonable
investigative costs, reasonableexpert fees, and reasonabl e attorney fees. For awillful or repeated
violation of section 22 of this Act, exemplary damages may be awarded. After deduction of the
costs of digtribution, the court shall order the damages equitably distributed by the state to all

injured parties. Each violation of section 22 of thisAct isacivil violation for which the attorney
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general may obtain, in addition to other remedies, injunctive relief and a civil penalty in an
amount not to exceed one million dollars, plus the costs of bringing the action, including
necessary and reasonable investigative costs, reasonable expert fees, and reasonable attorney

fees.



